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FE-EMEOLLRICEIVHERT LI &
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*2024F 1 1 HSGET GE7TIR IRER E  HEEE HEZAE) b Mkt SPD-L1E/ 7 u—FIL¥ifk
T 2NV T GEIE TR 2 ) 84A

A =74 25 w52 120mg
A =74 25 sm: 500mg

IMFINZI® Injection 120mg - 500mg

HAEER MY HES
874291

RIE(ERHEET 1 R Z 1 O RmE

FURENE120mg | SURERESO0mg
23000AMX00485 | 23000AMX00486
2018%8H

RRET
HL7ERAse

1,
=0

1.1 AR BB CTHORWBTEBERBRICSWVT A AL
PEECTHIRAE - BRZFOEMDD & T AR DERAH
BYEHIBENBEGICOVTOHMES T B EFe BB
FHBICHREIL S BEXREZORKICHEMEN URIREZ 458
BHU.ARZETHSES5TBT &,

1.2 S MSHRS (BEHRERZZ0) FE S hN.ETICES
FEFIBH|ESNT VS DT YIHRER (BUIN . IFIRE . %
. FEEAE) DTSR UHIERX IR B O RIESF . BIRZ 21T
ST LFBENRD SNIBSIC AR DRSZPIEL.
BIBRERILEVHORSEFOENGNEZITS T &.[8.2.
9.1.2.11.1.188]

2. B2 (ROFBECIFBRE LBV E)
RADEA 3 VBBIEDBEEED 5 B

3. #8m - IR
3.1 #8AL
W%

A 37«4 ¥ Y RTE#E120mg
1IN 7 )L (2.4mL)

T 2NV T (GBRIZFHER)
120mg
1IN 7)1 (2.4mL)
L-t 25 Y 4.8mg.L-t 25
T UERRIE/KIY 6.5mg. b L
Na— 2K 250mg. RV |2 Na— 2K 1040mg. A
VILR—F80 0.5mg VILR—H80 2mg

AENFGREFHBIERICEIDF v A = —ANL 2T —IIRMkZ AW T
Bshz,

1374 ¥ Y HMEES00mg
134 7 )L (10mL) th
T 2N T GRIZ AR Z)
500mg
134 7 (10mL) H
L-£ 25> 20mg.L-t 25
T VHEBBIEKAIY 27mg. b L

BRI

NI

3.2 RFEIDHEIR
RFER | A 374 ¥ VEEEEI20mE | 1 27 ¢ Y EERES00mg
PR MO~ HEEDOBA~LAE 2T 2]
PFEAEAEOMK T 2ROLENH D
pH 55~6.5
BEE K13 (RFEAEIER IS 5 H)

*i4. MEEX TR

OUIRRTEERR RFmE T DR/ VBIRRAHRE IC 3 [T SR B L2 IR
R OMIFEA

OYIFRTEETNEST - FREDIE/ kRt

OB/ vlfafhE

ORRREUIBIRME C & 17 SR et L ZIEHREA R O RA

OYIRRARETR AT HEAaE
SBRtIFREE R RS R

O&(T - BROFENE

5. WEENFHRICEHET B:FR

(EIBRTEETS RPEIT DIF/ HRERRHEE IC 5 (T B IRB I L ERBEHRE

B OMFEL)

5.1 RAIOMBMHIEEICB T 2EWER ORI L Tk
W,

452 HRIAR L2 BEHRBEER IORBET RO o N T LWEE %

WRET B &,

(UIBRABEINEST - BRDIE/VlRaRhEE)

5.3 RAIOMBMHIEEICB T 2EWER ORI L Tk
U,

5.4 BRREBICHAAN SN/ BE DEGFR BETEREXITALK
BEBEETOREFICOVT 17K OEO WA Z A
U EBI OB R O Rtk 2+ Hig U7z ETOBISEE 0%
Ref75 2 & [17.1.25H]

GEREY)\HHRAHE)

5.5 HRRBICHAANO NI BZDOERBOEEZIZOVT,
(17 FRBHE] OHONE 2B U ARF OB R R 22+
SHCIRRE L7 ETGHEISBREOBNEITS 2 &.[17.1.38H81]

(PRFEY)REAHSEC 33 (F DIREHN EF AR SR OHRES)

*x5.6 RAIOMBHEEEIC BT 2 ENEROCRRMEIIHELL Tk
2

*x5.7 IR LA MSHRER IORBETPRO SN TR LWEEZ
HRET DI

(VIR BEIR BT HBRaRE)

5.8 RFTEE (RN T Y ) — VIEARE. T 2 RGBS < A
7 O PRHEERE . AR E AR T B AR L2 AR A ISR
EE) OEIE & 7 2 I EE ION T 2 KF OBRER UK 4
PEIIHEZ L TR,

5.9 BRFBRICHAAN S N7 BEOFKERET OBEEEFII OV
T 17 R ARAE ] DIHO WA 2 3H U AF ORI R Rtk
2o ICHAE L7z ETOBEISEE ORIRZITS 2 &L [17.1.55H]

CEEEIRTEEIRAEESE)

5.10 RAI DT MEIEE I B 1 2 /MR PRI L TW»
AT

(&1T - BROFENE

*5.11 AR OB FHEFEIC B T 28R ORI LL TV
AT

*5.12 BRRGERICHAAN S N7z BE ORPAFIT OV T [17. B
BIOHONBEZRAM L LT EIEEEOBREZITS 2 &,
[17.1.7%]

*5.13 AF DAL PD-LIFEBRIIC K D Rx 2 HAARR S
N T2 .PD-LIFBLRIBI OB DWW T [17. 5K EAE] D
HOWE 2P U AR OBEMNER TR e 2 +mIcE#E L L
TUEISEEDORIRZITS 2 &L [17.1.75 ]

*16. FBENURE

(UIBRANEE 1R BPMETT DIE/ HIRZAHE (C 33 13 B RAI LR REHRE

B DHEE)
BWHEH ORAE TN LY 7 GEEF#HBEZ) & LT, 1E
1500mg % 438 e b T 607 I DL b2 1 T RidiE d 2 . % 58
BUZI2HABETET 5,772 L KE3OkgL RO HZE O 1 [EH#
5&1320mg/kg (AEH) &9 %,

EIBRAREIREST - BBSEDIE/ HliRAHEE)
FLAY LAY T GRIETHEZ) RO ASRIUELEEN £ & Tt
OFEHEEH & OMRICB L TEBE RAIET 2 LNV~ T
(GEfE TR Z) & LT 10E1500mg % 338 E R FE T 410 6053
2 CEEERET 5. 0%, TNV T GREETFHEZ) &
LT, 1[E1500mg % 438 i kg T6073 ML 1 T k3
307272 U AE30kg L FOBA O 1 #5813 20mg/kg (K H)
&%,

CEREY|HRRAHEE)
HE&RMESEBAIR T FRY REOHRICBWL T B BRA
T 2N~ 7 GRIZFHERZ) & LT, 1E1500mg % 33& [
fEIkE T4EL 6073 R L2 T RM#ET 5. 2 D% T 2 LN
< 7 GEE T2 ) & LT, 1E1500mg % 438 R i 6073 2L
AT EMEET 507272 U AHE30kg I T D& O L ml 58
1$20mg/kg (fA5H) &9 %,
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REBEY)REIEHE C B 17 IR EH L EEHRE AL DIfHFEE)
BE BANCET 2N L7 EETHEHBREZ)E LT LA
1500mg % 4;8 R e T60 L LA 1 T Ei#E 3 % . 5% 50
324 AME TE T 57272 L AE3OKkgL N OHE O 1[a]#

5&81320mg/kg (A&E) &9 5,
(UIRRARETR AT HEADIE)

BEORACET 2N LY 7 (BEFEBEz)E LT 1E
1500mg % 438 e e <6073 I PL_E 2 1 T rEfEd 5. 7272 L

{AE30kgll FOHE D 1 E#% 5 8 IZ20me/kg (58) &7 5.
CamYIRRTaEIRIEERE)

TFLY Y ECAEBIEROY AT F 2 EOBAICB W TEBE R
ANZET 2NV~ 7GR Z) & U 3 ERBRET. 1E
1500mg# 6053 FEI DL A T st 9 % . B TO®D
BUBLGH T 2NV~ 7 GEEFHIRZ) & LT, 1E1500mg
AR TO0DBM LAY CHEB#ET 5. 727 L FE

30kgL F DA D | %58 1320mg/kg ((AE) & § 5.,
GEIT - BROF=HE)

HVARTSF U RY F5 2 RPEEEEH E OftRICBWL T,
BEORACET 2N LY 7 (BaFMftz) LT 11
1120mg % 3:BRKE T 603 LA U T EfEE T 5. 2 D%
OHERBEFEICB VT T2 N 7T GEEFHEEZ) & LT 1H
1500mg % 4;E R T607 L L2 1 TRt d 5. 7272 Ls
AE30kgLU RIS A EREIRICE T 5 1 5 81X.20mg/kg

(fAE) T 5,

7. BiERUBREICEET %F2

(GhgettiEm)

*7.1 RFEEGIC XD EWEAPRA LGS TR ESFZ I A F
DIREELZERT B &,
BIfER Il i
FEVE P i 8. Grade2Di5& Gradel L RICEET %
AR ZKRET 2,
Grade3X 34054 AAOBEEHRIET 2,

IR RERR &

AST# U< IZALT A E#E(H
ERO3~10f%, X idfke
ey EEEE ERD1.5~
3fEE THIMLZGE

Gradel IR IC[EIET %

ETAHIZRIES B,

< AST# U< IZALT v 2L
fE ERD10f5#8 ., i3k
YLy pEEEE ERD3
fEHE THEMLZSE

- AST#E L IZALT A S
fE_ERO3MGHE. »ofke )
Ve Y P EEE ER O 265
i E T L AR IS
JRRD 72 WIGE

KElOREGZHIET 2,

IR RERR &

(R=254 D
ASTH L IX
ALT A HE(E I
[REEBXTWVWD
FEWLESZ2H
THEH)

cASTH L IBALTHAR—
ATA Y D25~TRE . HD
HEE ERO20MELITIC
BmL5E

CASTH L IBALTHR—
AF4YD2.5~5E D
M ERO20MELTIC
L Mz TReY LY
> EHERE EIRO 1.5~ 2%
[ =31 RN = [ E4 S A
Bl ne

NR—=Z54 »D2.5(EH
WICEET 5 E TAA

ZHRIET B,

BIfEF TR ALE
KIE% - TR Grade20i5# Gradel I FICEIET 2
FCARAZAKET 5,
Grade3D 58 - Gradel A NICEIET
5 E TARAZRES
%o
s ML XY LT T (GEIE
THBZ) E DM
BaEE AHlokE %
Hiikd %,
Grade4Di5& AElOEEZHIET 5,
HILEZRTL %Grade AR OEGEHIET B,
IR B B BE JT % | Grade2 ~40Di5 8 JERDPRET 5 E TR
iE Bl B ER AlEAKRET 5,
£ NN
T
EtknerEE ME7 L7 F = »E¥EEE | Gradel I RICEET 5
RYIIN—=2 514 > D1.5~3 | T THRAZKET %,
EETHEmMLGE
&7 L7 F = EHE L | KR0S 2Hikd 5,
RRIIN—2 51 > D3MEH8
FTHMLZGE
D3 Grade2 133054 - Gradel IR IcmlI{ES
5 E CTARAZRES
%o
- 30HLINIZGradel BL
TETHEHELZ WS
B 3K I IR B RE AN 2
DWIENH S b
BEZ AR O®RE %
FiiEd %,
Grade4nDi5& AR OBEEHIET S,
DA% Grade2~4D5& KElOEGE2FIET 5.
R Grade2~4DH#E KElOEEEZHIET 5.
¢ Grade2~4DH# AElOEE2HIET 5,
PRERE S Grade2Di5& + Gradel BIFIC[EIE 9
5F TARAZKRET
%o
- 30H LIz Gradel BL
TETHEELZWVE
A S IR B E R 4
DWENH S b
ek Kiloks %
FIET %,
- Grade3X 34055 FAIOR G % HIET %,
- Grade2~40¥ 7> - NN
L —SEEB OGS
R - Grade2 T LEM LI ERfESE | Gradel LRICEE S %
Lizi58 FTHRAZKRET 5,
- Grade3D &
- GradedD B & AR OEEGEHIET B,

- RO OKS B OER RE B B¥
(Stevens-Johnsonjef&
Bf) XE LR A BEVERE
f#%E (Toxic Epidermal
Necrolysis: TEN) D54

< AST# L IZALTH R —
ATA VDTS AL EHE
i RO 20ME I L
ad rad

BV ILE Y R IR
D3fEHE THEINL 72358

CASTH L IBALTHR—
T4 > D25E . ok
YL Y BEEEE FRO
25 & THM L AH LS
IZJRR DS 72 Wi S

N[O S= ket o

Infusion reaction

Gradel 32054

ARA D5 % ik

B 5 2 50% 0% 9
%,
Grade3X 34054 FROEEGEHIET B,
TRIERRSE 4Grade AR OBEEHIET S,
%+ 581 7 & 0| 4£GCGrade KA A F89 7D
PHRZEESTOH BE5zHhIET 5,
C 6 7% 1 ¥ 1l
A

LRL O Bl
H

(FRIR BT
iE 1 BUBE PR %
<)

Grade2 133054

Gradel IR IC[EIET %
FCARANERET 5,

Grade4ni5 &

KAlOHEGZHIET %,




% : GradeldNCI-CTCAE(Common Terminology Criteria for
Adverse Events)v4.031C# U %,

(CIBRARETR RFMEIT DIE/IRERRHE (C 3B 13 B AREH L2 IR

EER DR

7.2 fhOFEEEBR & ORI OV T A ER ORISR
LTz,

(EIBRANHEIRIEST - BFEDIE/)HlRAHE)

7.3 BT OGBS AN [ 17 BRBGE | O HO NE % A
LEIRY 52 & [17.1.2808]

(BRFBEY HIFRAHHE (C &5 17 SR BRI EZMEHRE AR OHHFEE)

**7.4 fOFEEEER & ORI DO W T B R OR M IEREL
LTV,

(CIRRARETR AT HEADIE)

7.5 KA ORER RS 7 BRBAEIOHEONE 2 #F L HFH
BERUCBEMBSORMER RN 2+ L7z ET#
R 22 & [17.1.55H]

(&1T - BREOFERNE)

*7.6 WVRTSF U RUONT)Z XN EDHRHICBVTHEZH
HIBHI L,

8. EEREARWEER

8.1 AHI O THREHIL/ERICE D BEOGERISICERT 5 &
BEZONDHABEBORESHSDONDIENH L. BI85+
FIATOVEENRD S NZBEICIEGBEDORERIGIC K 5 EIfE
OB 2ZE UGBV 222175 2 LBEDRERIGIC
L BEWERPBEDLDN I GA L BIBRERLEVAlOREGS%
BRI DL FARFBRERTRICEELEIERAPH 5bN b
ZEBBHLIOT AREABGHRTHROBEZ+FIITO &,

8.2 MIE MR E (BB A 2 &0 b6 bNE I ENHHD
T EIER (YDA IR BRI 2K R 2AEE ) D RE K O 1 X
BEOEMSE BE2 217D 2 & 72 BEIZE U THER
CT.MEV— N —FOMEL2EMT S &.[1.2.9.1.2.11.1.1%
M)

8.3 RIS eI E  BIRHERE R O N RAKERE S 5 b
% EWH 2O T AREOHGHIAFT R O SR I3 E NI
P B REAREE (TSHGEBET 3 EEE T4 ACTH IR I )L F V) —
VEOHIE) ZTVBEOREZ H3ICBBT A2 L. 0 ME
WIS CTHBHBEEOERDZRT 22 & [11.1.3-11.1.5%E]

8.4 1B H 5bNB LN HSHDOT B EL EHZHEDH
B MMEED LRI+ ERT S &L [11.1.62 ]

8.5 M B E R HLEEERPH 5 DbNDE I ENH DD T,
AH O 5 R E R O S AR L E I I B RERE 2 1TV
BEOREZ+FIBETH L [11.1.72H]

8.6 BEEENSHSDLNDZ ENDH DD T AR OHRSFHIAR K O
SRR EHNICBREREZ TV BEORELZ +9ICBE
52 E.[11.1.820]

8.7 iR MBHMBIEN D S5 DONE ENDHEHD T HIETRE
AE.CKER. MPRPRP I 7oy EREOEHELZH5IC
1T52&.[11.1.95H1]

8.8 DRV HEDLNDZZENDHAHD T K. CKLEA W LDEXKEE
FEOBEET7IITO 2L [11.1.103H8]

8.9 HIEMENENS D SDONB I ENHHDTHIE R RET
HE, FFIR A EE . W NREEZSOBE 2 71275 2 L. [11.1.115E]

8.10 Infusion reaction?’®» 65bilcd Z & H 0 2EIEBIEDO AR
H¥ 5812 B Infusion reaction?®» 5hbN b2 ENHEHDT AR

Bl SR BRIEZEOREBZ T ICBET S E.[11.1.14%
i1

9. HENERZHIIBEICHT IR

9.1 GHHE - BMEEEZEDH 2 EE

9.1.1 HERERBRDEHX FBHNE L < FBEHEEDBCRER
BOREEDSHDEE
HERBERPEET 2BThNH 5,

9.1.2 EEMMRE (MEHRIMERZ S T) D5 5 BENIF T DT
B0H3EE
R MR R (R I 2 2 & &) PRI E S 2 B2 hd
H5.11.2.8.2.11.1.15H]

*0.4 &IEREZ BT BE

TEIRT B ATREME D & 5 KA ITIX AANIR S R R R 543 H
MICB VTR 2 MEME R OB 2B IEEIC O W TR 5

. [9.5811]

9.5 1ti®
TR IR L C W B AT REME D & % At I IX A OB RES
falte % EE2 E RIS NBIBEFICOARFET BT & ARFNDE
SEFEAE BB ICB VT IFIE S =7 A FIVIIRIRBN B 55
ME CAFIZHRE Lz & 2 I AUCHE CHERAE (1,500mg %
33 M FE S 4B R R T 5) I B 1 2 BER O 3.45124
YT ZBREE T R e U COFIRBINICB T 2 RIZOFTE
BUOHAEROFELEDOEMARD 5 iz. b MgGLIZRE 2@
BT EDPHOENT WS E7-.PD-1/PD-L1ZH X BHARR R R &
BERICKATRMERICEETH D ARERTIE~Y 2B
TPD-LIRBOMHEIC L D RERSEINT 52 EPHMESISNT
W3, [9.450R]

9.6 1%ZLIE
HELOARERUCRBIFRBEOA R ZEE L BRI OME
ik 2#BE T 5 2 & AHO FEAFAOBITICET 55 —%
BawH e MgGIREBIAFIIBITTA2Z LMo N TWVWS .
TR =7 4 L2 R WZERICB W THEKREN A O
HAHANOBITHRDENT VS,

9.7 INR
INREER E U BEREERIEER L Than,

9.8 SkE
BEOREZTHICHE LA SEEICERS T ST & —kic4k
HHEENMETR LTV,

11. BEIfER
ROEWERPH5bND I ENDHZDOTBE 2TV RE
HRDSNIHEITRIGEHIET 5% SHE) A NEEITS S
Eo

11.1 EXBEHEA

*311.1.1 FSEMRRE (REHRIIEA £ =) (5.7%) [1.2.8.2,9.1.2
Z ]

*¥11.1.2 KIEK(1.3%) EEDTHI(1.0%)
it 9 2 TR I8 MES OER PR 65 N7z 1T IE AR F O
B52FIET 2SO R NBEETH Z &,
*%11.1.3 PIRIREEEERES
FRRARA REAR TE (10.0%) « FORBRBE RETTIENE (6.7 %) & o FURAR
WHEREND S5DONDEZ ENDH 5,[8.35]
*11.1.4 BISBHEEREE
BIBHAER 2 (0.9%) F0RIBHERENHSDLNEENDH 5.
[8.35]
11.1.5 TEIFEEEES
TRFHEAEETE (0.3%) E0 FRMAKERESH S Dbh B &
BdH 5, [8.35H]
*11.1.6 18U¥BFRR
1 EURE PRI (BIEE 1 BUBE IR 2 & ) (0.3%) 78 & b ERIE
NP R=VRIZEDLBENNDH 5. | BIERRPEEDNIIGEIC
A 2 VB RS T A EOMEY R NEEITH &, [8.48
8]
*¥11.1.7 FFESEERES  BFX . (L AR ES N
AST.ALT. y-GTP.Al-P.E Y LY V%D FH % fF> FFiaeEE
(8.1%) FF5¢(2.2%) EALMERRE 58 (0.1%K00) b bbb Z &
BdH 5. [8.55H]
11.1.8 BEZ
FRANE R B 2 BRI RERIAE 2% (0.1 %K) R
(0.2%)EDBRENS D HHLNBE I ENDH 5, [8.62]]
*%11.1.9 B¢ (0.4%) AERUERRMERIE (B AH) [8.7518]
11.1.10 DEAR (0.2%) [8.85 7]
*11.1.11 EAERFEEIIAE (0.2%)
EEMHESFEICE S 7)) —E O DEHEICITERARAETT 52
EDHBDOT IRPREDE(ICHMERET 5 &, [8.9BHE]
*E11.1.1 2 eI VIR A S BER (0.19% K1)
11.1.13 B5isk (0. 1% Hi)
**11.1.14Infusion reaction(1.7%)
Infusion reaction?’:8% 5 N72GBEH T KB OG5 Z2H1ET 5
SDEY) L MBEITS & EBICIERPEET 5 THREDIRE
E+3ICHERT 5 2 &, [8.105H]

_3_



11115 EEDHEEES
Bz KGR RRAE (B (Stevens-JohnsonfefE ) (0.1%Ki) %255
EbNBIENDD.ELFHREEO.1%)FHobhbdI en
HBDTIKE. VS AENRD S NI I REREEHEHET
5T,
**11.1.16 tEMEE
A= 2 —aXF—(1.5%)  ZFH =2 —1/)¥F—(0.1%). ¥ 7
v N L —EERE (BEEARE) SO MERESH S bNE LD
%,
*11.1.17 FREERE (1.6%) )
AEIEF T30 TEOHRAICBVL T KERBI DN SZ &
NH 5
*11.1.18/AMMM4AI (1.6%) %
AFEFT0) TEDHEICB VT IBIMERIAH S5bh sz
EBH 5,
) FBHE L B RS IR (DUO-ERER) 1B 5. K
R OF 5% TH KSR 5 8EF L7z,
*$11.2 Z0fthDEIER

A= %R,
1000

MEPF LNV T HEE (ng/mL)

14
re3~4, BT FH R ERE
Crax(pg/mL) AUC14days(day-pg/mL) Tmax(day)
145(51.2) 826(51.4) 0.047(0.044, 0.073)
n=3. ${AFHME (ZEBFE%) 2R T o Trmax i FPHAE (B/IME. FoA M) 2779

7
B (B)

10%LLE | 1~ 10%Fi 193Kt A ST B (D4880C0001 030 ER) T H A A 0 3 171 B 0 18 35 1< A
W - UMY | RERE. YT oo
ﬂ?‘ﬂ&%‘é W\Hfﬁ% LI VH, J:/)T:‘:iﬁ Cmax(}lg/mL) AUCZSdays(daY'ug/mL) Tmax(day)
G 439(15.8) 4,680(15.7) 0.048(0.044, 0.076)
. BT SR D =6 BT (BB GH%) 27T Trmax HAE (/IME BANE) 2779
I . 16.1.2 RIS
- e | VR I S TR 8% (PACIFICHER) T YIRR A 22 T 0 S 1 S
¥ H e FRE S A Omg/kg 2 2RI CREMIRIS S5 L & 50
7 B Mg 2R (HAAEED),
g i oA TSHIET I — ML (ug/mL)
B RS PRI ST (I B R
Wi TR Bt HIL AL DEE5 % 191 (n=385, 72.4%)
*| RS A R SEH (1571 120(n=289, 62.2%)
Fe B KT | T 2438 (1 571) 177(n=225, 47.9%)
x| ZFOfh
& 24 H (254 TH) 373(n=207, 43.6%)
14 Eﬁioii% 485@5(&59‘]) 186(11:213, 674%)

14.1 EFANIFOFE

14.1.1 BRI ONA 7VZ1EFEWYID TH O RERZEE B VA
AL REENICHRIRAR LTS 2 &,

14.1.2 FABRICRBEEY S EOF T W L2 BRICK VERT
B EARNTER~HECOBH~AANZET AR TH 5.
B0 EaXIIRNEEEMDPRD SNAEERFEHRA LN &,

1413 NS 7TLVIRIREE TR LB LAV &,

14.1.4 REEZNA 7LD SOHREEY AEHRERII5%T K
FEESHR O RNy ZITEA L REREZ]1~15mg/mLEd
BNy 720 -5 < D RESETRNT % 2 & MR % His
NIFRESE W &,

14.1.5 FABBIGECHIEHT 5 2 & HREZ T ITEHRE TR
79 BI5E.2~8CTIE30H DN, BB MAE TIX1 28 B LI I #%
5EMRT AT &,

14.1.6 RANFIEIFEHOMAITH O FHHEH LW &,

14.1.7 NA TILVHOBIRIZERT 52 &,

14.2 ZRIRSEFOER

14.2.1 RFNEEBEHOEAESHEOEN0.2X130.22um A > 5 A
VT AN —(RY T —F VA A B 2 (HH L ¢ AEEEd
5T &,

14.2.2 Rl—DHET A > Z2@H L T#F 2 HRBRS Lan
Eo

15. ZOfthDFER

15.1 BRFRERICED 1B
EPS OERREERICHB W T AFNTN I 2 RFOEE RE Sh
TVa,

16. EHYERE

16.1 MHRE

16.1.1 BEHRS
FIHIBE (D4190C000027BE) T HA A (T 1 BT 0 1 A A %
10mg/kgD AR THEE L7z & & O el AR RIHERS « SEmBe <5

E BRI F S TITAE AU (CASPTANGER) C R R/l R fiti 18 R85 12 L Al
1,500mg % 3 HRE C RIEFIRARHHS (FFRBEE LT bR N R
UHERAZ#5) Lz & ORFIOMETREZ RS (HRAAZET).

: e
BRI %Eﬁ{lé?;ﬁgﬁ(;%ﬁ{%ﬁ)
e 5% 502.9(n=227, 30.46%)
3EHE (& 5H1) 109.9(n=236, 64.41%)
1288 (#%5Hi) 240.9(n=199, 49.70%)

[E BRI RSB IIHER (HIMALAY ARRER) TUIRRARE 2 A AE 1T R
#11,500mgR T b L A U A% 7300mg# 1 HBIC. & 5 IC 4B A 5 AH]
1,500mg %= 438 i b T RAEBIRN AR S Lz & & ROARAIHERT
1,500mg % 43 [ M b T RIEEIR AR S L 72 & & OARF O MiEHRE
R (HRAZED).

R (g /mL)
SRR SR (I B %50
ML XU L7 TR Al
438 H ($:5-51) 59.9(n=314, 101.6%) | 74.7(n=340, 86.7%)
1238 E (#:551) 77.5(n=253, 280.1%) |113.9(n=252, 116.2%)
12;BH (54 TH) | 539.3(n=248, 38.6%) | 556.9(n=255, 32.7%)

E)AFOAR S M- B G5O HEROCHRE BT RAICIET 2 100
< 7 GEfETHE 2 ) & LT, 1[E1,500mg % 4:8 B T605 L L2y
THEHEHET 507272 L AE30kgU RO E& O 1 E#% 5813 20mg/kg
(fhE) T 2.1TH 5.

*¥17. ERPRAE

17.1 BEEERURLMEICET B8R

(HIRRTRE TR BFMEIT DO IENVRBERHTE IC B (T B IREH LR REHE B AR D

FEE)

17.1.1 EFFHEEISENIEER (PACIFICEER)
L LB 294 7O ARREEEER % L 7o AR L2 BUR
HERIE BT O & N h o 1 YIBRANEE 72 A A1 T o FE/ Nl R fii ez 18
# (WHO Performance Status 0X1x1) 7136l (AFIBE47661. 75 R

_4_



FE23761) (HARNL 126 [RFIBE726]. 75 £ REEA061] %2 & L) ZRRIC,
(L2 HRETRBEEK T2 428 DINICAF 1 0mg/kgF 7213 7 5 L R D 5ED
ZBM L 2ERIBIR CEMEE L 20 R OR e 25 L
7=12,
ZOOFEFMHER O —D>TH S LEF IR (FhRME[95%FHEXM])
(299D 1 X b) OFER T AFIBECNEE?) [34.7~NE]HA. 75 &R
BT28.7[229~NEIHATH D AFNT T T R LEHENICER &
EEEZRLUZ(NY—RHE[95%FEHEXM] : 0.68[0.53~0.87].p=
0.00251 [J@Allog-ranktiE , ARk % (Ff]) 0.00274]1, 20184E3H22H
F=FHY LT,
) VIR A7 R ATET DIk MR 12 35 \F 2 R L3 BT s O HERRREE I
B HEHOER S N FIER ORI GEE RAICIET 2 WAL 7 GBET
M z) & LT 1E1,500mg % 45@MMETO05 M B T EMBEYT 5445
BEIZ127 AR E TET B0 7272 L EE30kg U R OB A O 1 [E#% 5813 20mg/kg
(fhE) T 5. TH 5.
TE2) A AE (DU [FIRE)

OSHR{#E[95% Cl]
— A NE [34.7~NE]
e — JobkB 287 [229~NE]
09 1 JNY—REE(95% C) - 0.68 [0.53~0.87]
08 -
07 -
£ 06
ES
% 05
1l
2 04
03 -
02 -
01 -
0 T T T — T — T T — T —
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
at riskEg EERBIGHOOLR (A)
AEE 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0O
TotAREE 237 220 198 178 170 155 141 130 117 78 42 21 9 3 1 0

F72.b D —DOEEFEIEE T 5 HIHIEIC & 2 EIEEALEHIH (R
E[95%EMXM]) 371D A XY M) OERIE A T16.8[13.0~
1811 M AT IR T5.6[4.6~78]1HWHTH D AHNTT T RITHL
MREHERNICER R IER 2R U7z OV — R [95%E /X ] : 0.52[0.42~
0.65].p<0.0001 [[E#llog-ranktfi7E . A 7K #E (Miff]) 0.01104]. 201742
AI3HT—=%hy b4 7).,

PFS sk {E [95% Cl]

0 — AEIB 168 78 [130~18.1]
! — ToukE 5618 [46~ 78]
09 NNF—IE (95%C) 052 [042 ~ 065]
08
07
# 06
=
£ 05
g
‘éj 04
03
02
0.1
00 T T T T T T T T 1
0 3 6 9 2 15 18 21 24 27
at risk 2 EEARHSOBM (A)
ES T 476 377 301 264 159 86 44 21 4 1
TouARE 237 163 106 87 52 28 15 4 3 0

BEES RS SNBED S B RABO4756 (AR AN726% & T) h460

B1(96.8%) ICEEHERBRD SN AFIBHTAHLN - ELEEHRIZ K

Wk 1684 (35.4%) 55 11361 (23.8%) « FEIR R # 10641 (22.3%) J Ui dt

iR 25 96651 (20.2%) Td - 72,

EIRRTEEIREST - BROIERIaEHE)

17.1.2 EEHEZENIHEEER (POSEIDONEHER)

(LR D 72 WEIRRARBE 72 AT - BHRO I/ NlIaiE B E T (WHO/

ECOG Performance Status 0XI&1)675% (KFED + F L A1) 4~

T + Q& RTUB G 2 & O LEEES) [RAI0HEE33861] . Ad:%

FUBHEIEIEH] % & O LA RS B BB 337411 ) (HA A 4961 [AHIH

FIEE2100 B EE28M1] 2 & L) ZXRRIT AR b LAY LT TRUOHER

PUEREGA 2 & (L EREZ MRS L 5a0RMER L2 21

FLid,

AR (P RE[95%EEXE]) (536D 1 X ) OFERIL AR G

HEET14.0[11.7~16.11 7 H @B T11.7[10.5~13. 117 ATH D K

HIGF BN IBEE IO LI ICE R R ERE 2R L7z OV — RH[95%

{E#XE] : 0.77[0.650~0.916].p=0.00304 [/E#lllog-rankifiE . &K

# (ifH]) 0.007971.20214E3H12HT =% 1y b4+ 7).

3 (AH30kgE TH 0 \ EGFR B FEREM» D ALK BEBZFIEEO BE PR
L ENTz 7272 L URE LR RE I KRAS B TERB O BE X EGFR &%
FERKRUCALK BEBEFEROBEZEML WL EPFESN.

VE4) AHIL500mgR T N L X Y A7 7 75mg A E0.3.6, 0 H I & L E#E L. Z D
12;EE A 5AH#]1,500mg % 4EFEHRETHRE Liz. £ 72 EleEBIC L XY Av
775mg#% 1[E# 5 Uiz,

WS)BEMELIFA Z7NLE LT ON7 ) ZF LI (TILT I U EER) (551.8. 15HEIC

_5_

100mg/m2%#%5) + h VAT 5 F >~ (E1HEICAUCS 62 5) QO L v ¥
Y (561.8HHIZ1,000mg/m2X1%1,250mg/m2 %% 5)+> 275 F >~ (81H
Hic75mg/m2&#H5)E L EH VAR TS5 F > (BEIHHEICAUCS X136 % #5)
(R ERBOA) TR A b Lt R (EIHEIC500mg/m2x2#5) + Y 27
FF v (HEIHBI75mg/m2%#%5) % L EHLVRT 5 F v (BE1HEICAUCSX
126215 ) GERT LEBO &) DWT NP ZAT A 7 UG Ul SHHREE TR 24
BEHWSNIBES S22V A I VETEMATE LZ.ORXX PLFE R+AS
SMESEBARGZIORBPETL T ARVEZIRZ X ML ¥+ F(500mg/
m?) MERBFE CRAOF B 124 R RS ot IR C 13 3 S 438 R R a4
ST L.
OSHR{E(H)[95%Cl]
— XAIFREE 14.0[11.7~16.1]
— MERR 11.7[10.5~13.1]
I\H—REE(95% CI) 0.77[0.650~0.916]

o 3 6 9 12 t5 18 2 20 21 % B 3} 3 4 45 48
Atriski HEERENSDHR(B)

FAIGARE 338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0 0
JIEEf 337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0 0

AEIOFRARE CIRBENIREG S N3300 (HARAN206 % &) H32141
(97.3%) ICHEHERDRD S NI ABIFABTH SNz ERHEFRIZ.
Al 16441(49.7%) B 13761 (41.5%) A7 EREAFEIIHI (30.0%)  FEAk
VR3] (28.2%) \IEFT8 L4 (24.5%) R " FHI7 141 (21.5%) TH > 7z
[5.4.7.32H]

GEREY)RRRHE)
17.1.3 EFHERESEIE5EER (CASPIANEER)

{LZEBERE O 22 W RN iRE B 0 (WHO/ECOG Performance

Status 0X1&1) 53761 (R & AR IBHEEER (ALK T T F o Xid

AT5F )+ I hRY RIKRAIGHRBEED 268611, H &R HEMEEEHA (5

LVEFSFORETATTF )+ I bRY N REEREE 26941]) (HAA

3451 [AFIOFFHBE L8 3T IREE L 6f01] 2 & L) 20t RICARA] e RiuE Mk

[BEA(INVNATSF U XETATTF V) RO bRY REHARE L

BEOAMER RN Z RS LY,

FR R AT DA SR FEFHEEE T 2 247 HA M (o E [95%E X 1)

(336D A XY M) I AFIFFHBET13.0[11.5~14.8]1 4 A %@ T10.3

[9.3~11.21 7 HTH O AFIGHBHIFIBEION LREIENICER R ERE

&R L7z (N — FH[95%E#EX ] © 0.73[0.591~0.909].p=0.0047

[@Hllog-rank i€ . A =K (Fifl]) 0.01781. 201943 A1 1B T =% A1 v
FE7).

16) {AHE30kg8» >DAmerican Joint Committee on Cancer ($7/f) DIV %
QIREFIZ b7z 2EROMFEHI N S 28 L < \ZEF  SEHEISAKEVI LITKD
T 27T BE 75 U ARARETE CH AT NICNE D 52 VWT3~40BE A
ANnbNTz.

E7)AANS500mg RO ANVART S F >~ (AUCS~6) &> A 75 F > (75~80mg/m?2)
ODVWTNDZETA ZLDOIHBEIC, & 5ICT bARY F(80~100mg/m?) 244 A
V@ 1,2.3HBIC3EMER TRA4Y A 7 V55 AKAI1,500mg % Bk T 438
PR T 5 L7z,

W) NIRRT T F > (AUCS5~6) Xy A7 T F > (75~80mg/m2) D\ h &Y
A7 VOIHBEI.E5ICT FRY F(80~100mg/m?) # &Y% 1 7 LD1.2.3HH
2 3E I TRA6Y A 7S5 Uiz,

1.0 oS &1 (A)[95% CI
—— AHIGHAEE 130[115~148]
0.8 — M 103[9.3~112]
’ JNY—REE(95% C)  0.73 [0591~0.909]
£ 064
ES
=
2|
& 044
0.2
0.0 T T T T T T T 1
0 3 6 9 12 15 18 21 24
at riskEy EERI NSO (A)
AEIGHRRE 268 244 214 177 116 57 25 5 0
{EREE 269 242 209 153 82 44 17 1 0

BREPRESNIZBED D 5 KA RO 2656 (HAA18HlZ2 & L)
26061 (98.1%) ICHEEBERN RO S Nl AFINARTHO N EuHE
HRIFHRIRBARELLLH] (41.9%) EMM10241(38.5%) L8
(33.6%) X U BHEARES3MHI (31.3%) Td - 720 [5.55 7]

PREEY FHESRHIE IC 35 17 SRR L 2 IEHREDE R DHHFER)
*%17.1.4 EFFHEZEIEER (ADRIATICEHER)

HRIGR L BR3P BEIT 3R 6 N7 2 - 1 IRFEY MRt
JEEH (WHO/ECOG Performance Status 031&1) 5301 (A#IEE264
Bl 75w AREE26661) (HARNSOBI (AR LB, 7 REE31H1] 2 &)
% SR AL BRI T %42 B DI AHI,500mgEI0 X iE 75 &
REHEG LG8 OBENEROREE 2 L7125,



PRI O R . Z OO EEFHMIEE O — > TH 5 2AF MM (hRE

[O5%EHX]) 261D A XY M) OFERIZ.AFBET55.9[37.3~

NE#E2] 5 A, 75t REET33.4[25.5~39.9] HATH V. AKFBIE S5t

AREICH UREHENICER R EE 2R Uiz (N — R [95%EHEXE] :

0.73[0.569~0.928].p=0.01042 [J&@5log-rank# & . A H/KHE ()

0.01679].2024%1HI5HFT =% h v b+ 7).

¥9) & #E30kg#85>>American Joint Committee on Cancer (§8) D1~ I1TH (I
B0 BE ZFHNRITHETH 5H) OBEPHAANS Nz fLEBEE LT,
HERMBEWIBES (S ATFF o REANETSTF V) EL b EY FEOHRR
HE24Y A 7 VAR R LIRS Ul JREt i & U T 6ER TR0~ 66Gy &
#5921 H1[E 0@ & EHE I 3E TR\R45Gy 255 5 1 H2E 0O
HIEEE Y SRR ENED VI N A & RIR U 72 T Hi 2 S SRR E T (518) B0
HIECHEMERT HE & S N AL BEHREIE T 12 3206 U B AL R REEE O 1)
B SR ~42HDNICE T A & & Lz,

H10) AAI1,500mg % 438 B R TRZETE L 3R EGHIEERICHY T 2 TE

B4 AR (269 A 7 V) 5 % fk5i L7z,

0 OsH (A) [95% Cl]
— AR 55.9[37.3~ NE]
09 d TRy e TS5 ke 33.4 [25.5~39.9]
s I\ — KL [95%C] 0.73 [0.569~0.928]
£ 07
E3
# o6
£l
2
& os
04 -
T e ]
03
02
04
0.0
0 6 12 18 24 30 36 42 48 54 60
at risk# BIEABUIHLOMR (A)
AR 264 248 223 189 172 141 90 51 27 " 1
TotAE 266 247 214 175 151 123 80 44 23 8 1

7285 =D OFEEFMAEE T 5 HoRHIEIC K 2 MHEEAF M (bR
TE[95%EMXME]) (308D A N M) DGR T AHIB T16.6[10.2~
2821 AT T REETI.2[7.4~ 1291 MATH O AAHIFIE T T L REE
10 ULEEHEMICH R IER 2R L7z OV — R [95%EHX ] : 0.76
[0.606~0.950].p=0.01608[JE}llog-rankiE . A &K (i)
0.02805].2024%F1H15HT =% H v b+ 7).

10 PFSHIRE (A) [95% ClI]
— AHE 16.6 [10.2~28.2]
oo d Ve PR 9.2[ 7.4~12.9]
08 \HF— FE [95%Cl] 0.76 [0.606~0.950]
& o7
#
& o6
k3
# o5
&
&
5 04
03
02
0.1
0.0
o 6 12 18 24 30 36 42 48 54 60
at risk# BAEBEHLOHM (A)
ES 264 181 "3 101 84 51 33 19 10 4 0
IStk 266 146 100 el 7 47 34 22 14 5 0

BB ESNIZBED S B AREIBEO 26201 (HARA 196 % &) 1247
B1(94.3%) ICHEHEKNRD 5N AKKBHTHO N ELHEHERIT N
SHEIE 600 (22.9%)  EARBER 4461 (16.8%) « FUR B HE BEAR RHEA 25
(16.0%)  IEZHEA041 (15.3%) « Z 5 FERE34H (13.0%) D336 (12.6%)
FEMED £ W32001(12.2%) JEF 3241 (12.2%)  FHI2961(11.1%) Fii %29
BI(11.1%) \Fififgi 2 2841 (10.7%) « FZ 2801 (10.7%) ER 2761 (10.3%) «
FR AR RETTEERE2 741 (10.3%) TdH > 7z
IR RE R BT 4R EE)
17.1.5 EEHEZENIFERER (HIMALAYAER)
LB LB EREO 2 WIRRREE 2 DR & 1D (ECOG Performance
Status 0IZ 1) 1,17161 (KA + + L A Y &< 7L [AFIGEREE3936]
ARF B L) DRFBBE389H] .V 5 7 = = 7 [RHERE38941]) (HA
A LO8MBI [AHI P F BE34H1  AHI BARBEAS I RHHBEE2061] 2 & 1) 2 1%
IVARAIE P LAY A2 T 2HRES UIZIBAEROARA 2 B 5 U iz15
B OB R ORI R BE L7z0),
FEFHEEE Td 2 &AM (P RE[95%EHEXE]) (83640 X
M AFIGEHBET16.4[14.2~19.6] 1 H.KE|BMBET16.6[14.1 ~
19.11 7 H BB T13.8[12.3~16.11 7 HTH O ARG EE I EEEE I
UM ENICEBREE 2R Lz (N — FHI95%EEXM] : 0.78
[0.66~0.92].p=0.0035 [ lllog-ranki# 7€ . A /K H (i fi]) 0.0398]) . &
Jo ARFIBMBRIC DO W T N — R OBFRIKEIZHIE L7 FHEXE O LR
PHEANCHE LS~ -0 TH51.08% FEH 72 &0 6 AHB
MBON RIS T B IEB AR SN2 (N — NH[95.67%EHHIX
] : 0.86[0.73~1.02]) (20214E8H27THT =% /1y v 4+ 7).,
1) BFUEEOEIE & % 57\, Child-Pugh/MEAD BE SHEAANS N1z,
E12)AH11,500mgR O b L X Y 4% 7300mg# 1], £ #4381 o0 I % 2215 T AH]
1,500mg % 4@ R T 5 L 7.
1#13) A#I1,500mg % 4B EE TR E L7z,

1

OSHR{E(R) [95%CI]
— AHIGHABE 16.4[14.2~19.6]

0.9

08 — WfERRY 13.8[12.3~16.1]
2 07 I\t —REE(95% C1)0.78[0.66~0.92]
; 0.6
=
%U 0.5
é 0.4

0.3

0.2

0.1

0
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

BERZUTH S DEARI(A)
At risk#
AHIGHRAEF 303 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1 0 0
SHHREE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0
! OsehgE(A)[95% Cl]
09 — AHIEREE 16.6[14.1~19.1]
08 — xiEREF 13.8[12.3~16.1]
2 o J\tF—REL(95.67% C1)0.86[ 0.73~1.02]
; 06
ﬁ 05
Bl
o 0.4
&

03

0.2

0.1

0
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46

BAERARUGHSOHIR(A)
At riskE

FHISIRES 389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20 16 6
FIEAEF 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1

RBRESBRE SN BHED S 5 RRINFAEE D388 (HA A34f % &)
137861 (97.4%) K A HI B EE D 38841 (H A AN456 % & Tr) h3454
(88.9%) ICHEHERNRD b NIz ARIHRABTASNI-ELRFEEHERIL.

THRIL0361(26.5%) « 7 5 FERESIH (22.9%) FEIE8THI (22.4%) « B AKIHGE

664 (17.0%) JEF 6661 (17.0%) FEEAS 161 (13.1%) . 7 AT X VBT 2

J NS UAT x5 —EHEM4ASHI(12.4%)  BUIRIRHERE TIEA7HI (12.1%)

ELA7H0(12.1%) BERE 4661 (11.9%) AERIEA0H (10.3%) « /I RE39 M)

(10.1%) TH > Iz AHIBIHBETHA SN ERAEHRIZ. FHI58H]

(14.9%) % > EERESOH (14.4%) 7 AISGF VBT I ) VI AT 25—

LHANS6H (14.4%)  BEARBERS3M (13.7%)  BEFTHEAOH] (12.6%) . 7 5 =

VTP 3I)NTUART 25— BHEINAAR(11.3%) AEFRA24] (10.8%)  FE

40f1(10.3%) TH > 72, [5.9.7.55H]

CERLIPRTREIRABERE)
17.1.6 EFFHERZEIIEEER (TOPAZ-15158)

{LEBEREO 2 WIHBT R ARG REEBEEEY (WHO/ECOG

Performance Status 0X131)6856 (KK EF LT F Y+ A TF5F >

[RFIBEHBE3ALHI . ST REF LI I E Y+ AT T F o [RBEE344

BI1) (HARNT8GI ARG FAEEI7HI M EREE41H] 2 &) 2 WRICAAFL T

LYFEVROY AT T F > R2HFRES UIGETES 0GR R et

AT LD,

PRI OfE R FEFMIEE Td 5 247 R (P E [95%E X H])

(4241 DA XY MIX AFIGHARET12.8[11.1~14.01 7 H WHBEET11.5

[10.1~12.5]1 7 AT 0 AKRFIGH RS IRE N L RIcE B R E

EaR U (N — RH[95%FEHEXM] : 0.80[0.66~0.97].p=0.021 /&

Bllog-rank#7E A=K (Ff]) 0.03] . 2021 4E8AIIHF =¥ A1 v b4

7)o

L4 MBI AT b5 A3, 60 H % /58 L% ICHR L BESNRES A
720 F 1o TR U B MBS E AT D N1 B X I T %69
Ax R L% ICETE L BE IR E Sh,

H15)3EAE 19 A 27L& LT AHL500mg i 75 K EHIHBI S LY I E Y
1,000mg/m2& 3 275 F > 25mg/m2% 5§18 H BICEASY 1 7 L 54 A
#11,500mg X3 77 & K % Ak CAEMME Tk 5 L,
osHsRfE(R) [95%CI]

- KEIGREEE 12.8[11.1~14.0]

- XfEBEE 11.5[10.1~12.5]
I\F—REE(95%C1)  0.80[0.66~0.97]

T
2 1 21 24 27 30

9 1 5 1
) EERZIN T SOHRI(R)
at risk#

FAHAEE 341 309 268 208 135 79 49 24 9 1
HEREF 344 317 261 183 125 65 29 10 4 0

RBEP G I NIZBED S B AFIM AR O33861 (HARA37HI % &)
1336/ (99.4%) ICHEBZ N RO 5N AFIPHBETAHAS N EREE
HRIIEIM1636(48.2%) 13841 (40.8%) [EFL 10941 (32.2%) J &F
FEREAEEL1O7HI(31.7%) JEH 9161 (26.9%) + AF FRER BB A 9 1 il
(26.9%)  BARIBEES 7M1 (25.7%) « /MR AR 7061 (20.7%) I ' HE470
$1(20.7%) TH > 7z



GEFT - BROFEHE)
*17.1.7 ERHESNMEEER (DUO-EER)
(LRI O 75 WELOEFT - FFEELD) O F e ARERE TS 7 1 841 (DAH] +
K5I8 T HCEEEEREELY) 2396 QA + (LA EELD) 23841, Ot
EEFERFEL) 241 (H A A88M [ 2 2 D266]. @304, @326 2 &
) 2RI EROKRVOQ L L DEMER L 2ER KRG LY,
FEIHMMIEE TH HRECIST ver.1.11CED < RERESEM O IC £ 5
ST A AE AR (PR E (95 % B HEX 1) OAERIE AAI+ 4 T80 7 +1L
FHREHTL5.1[12.6~20.71 77 B AH H{L#RER T10.2[9.7~14.7]
A ALEEERTI.6[9.0~9.9]1 W ATH U A+ 3 7% 7T +H{L2EE
BB OARA +HC2ERER L ARAR IO U OREMENICER L EE %
R U7z (DIEZERBERHICR T 2 ARF + 4 %) 7 HEBERERONT — K
H[95%E X ] : 0.55[0.43~0.69].p<0.0001 [/EHllog-ranktfiE . &
BEKHEE (fA]) 0.025] O L ERE IS0 g B AH HEZBERHONT — K
H[95%EHEX ] @ 0.71[0.57~0.89].p=0.003 [JE@#llog-ranki&E . A &
7K (Hf]) 0.025]1 . 2023F4H12HT =% h v b4 7).
HE16) WRT SR ATHE O MBFRE & U CHB BRI S S N7z 561003 FUB RS
R OBRKIES HD S EHE TOMBA 120 AR EOBESHRE SNz,
EIT) U TOWTNPICEM T 2BEPHRE SN,
- International Federation of Gynecology and Obstetrics (FIGO) %3
(20094FR) LD > 5\ Fili A ICRECIST ver.1. 1155 < flE A
HERENRO O N B
+ FIGOZ3 % (20094 0) IVHH 0 B3 (Fili L LM% O BRER A OB BIS R b
W)
- Filiz GOREICE DIRIGT 2TREEPMR VL EROBE
18) MM R D RIEAME I EEE T EREE B S N BESHRES K
7o BAREIGAANATRE & ST FERBIIHAANRIT E Shiz),
19 - HRBEMTOEBY Landz,

5 LR Ot MErE R

KHl+ 4580 7| CBDCARUPTX 12| - A#I1,500mg% Q4W T

bR Lo T ARA| BRNERS
1,120mg#%Q3W T# | - %+ 5,91 7300mg#% BID
IR 5 T3 EOHRE

RAIHLEFERE | CBDCARUPTX 12| - A#I1,500mg% Q4W T
Lo RT.ARR| RS
1,120mg%#Q3WTH# | - 580 TS5t X%
IR 5 T3 BID#E#% 5

L2 CBDCARUPTX 12| - KFIO 7T X% Q4W
EOMRT ARIOTS | TEIRNES
tREQIWTHIRMN| - #5850 70 S 5K %
#5113 BID#Z %5

BID : 1H2[E.CBDCA : #IVATF5F 2 PTX : /87 ) ¥ FEIL.Q3W : 3
SERIRERE . Q4W : 4R, T 1 : CBDCA AUC5Xix6mg - min/mLiH
HEZRUOPTX 175mg/m2% Q3W THHIRN# 5. T2 : CBDCA/PTX# 5.1
& B BBOE RIS FEB U7 56% 1213 OCBDCAR UQPTX 2 Zn2h®
YRTTFUROGQIT ) ZFEN(TIVT I RER) L Nt F Rk
HMNCEET 22 A REE Shz, T3 kol S

1.0+

PFSHRRIE(A) TP RERIH TS
[95%C1] IV FEC[95561]

16.1[12.6~20.7]  0.55[0.43~0.69]
10.2(9.7~147)  0.71(0.57~0.89]
9.6[9.0~9.9]

0.9
— FFE S TS

------ KRR
- fepms

0.8
074
0.6
0.5
0.4

uaiien il

0.3
0.2
014

00, T T T T T T T T T T T

0 3 6 9 12 15 18 2 2% 2 30 33
BRI A SOHM (B)

risk#

FRAASAUTHER AR 209 214 198 169 139 9% 51 30 16 7 3 0
AlHEPREEE 238 21 188 138 105 69 45 2 13 5 0 0
fepmse 241 213 184 125 86 45 2 10 3 1 0 0

BRESBRESNTBED D B KA+ 4 78 7 +H{LEFRER 0 238/
(HAN26f% &) 123711 (99.6%) K O AHI + (L2 0 23501 (H A&
3081 % & Es) 12320 (98.7%) ICA HEHRNRY 5N FHI+F T3
THEERER CA O N E R BERRIS AML47H](61.8%) ED130
B1(54.6%) B OEEAE1 2141 (50.8%) TH - 7o AHIHLAFER TH LN
T X HEBRGILHEREL1864](50.2%) A1 11161 (47.2%) K OTELI6
#1(40.9%) TdH - 7z (2023FAH12HT =2 A1y b+ 7)o

PD-L13BURUL (TAP) [Ofifaffic e ta ISR 5 h 2 BEM T 0O
MRS IC RERIEHRRD 5N 2 [EERE G EMA S FET 5
O Z EG IR OEE THR L T100% % U/ E] IR T 5508
I EED & TAPRIC BT 217 - 72 (2023F4H12HT =% 1y b A7),
[5.12.5.132 ]

PD-L1DFBURULR O PFS D f#HTHE R GAERE S EEATFIE . 202344 12H
FT=5Hy A7)

AR+ 4580 F - .
. AHIHCREER | (PR
TAP | i 150 170 163
21| e 20.8 11.3 9.5
[95%EmxmE] (nA) | [15.1, #5&] | [9.7, 15.4] | [7.9, 9.9]
NF— RH 0.42 0.63 o
[95% (= #EX ] [0.31, 0.57] | [0.48, 0.83]| %=L
TAP | % 82 61 75
<L | dhgefg 10.1 9.7 9.9
[95%E@ERmE] (hH) | [9.5, 15.0] | [7.0, 14.7] | (7.6, 12.5]
NF— RH 0.80 0.89 o
[95%/= kX ] [0.55, 1.16] | [0.59, 1.34] LS
18. EHERIE
18.1 fERERF

FaUNLTTiE e FPD-LLICKHT 2 bIGES O 7Y Y GYH T 75
A1 kB7 4547 (1gGl k)€ 7 u—FUHifkTH Y . PD-L1&ZD
RBEBTHHPD-1 L OFREEEEET 5 2 LFIC LD HUBERIZINE 1
iR U BB E T 5 B 5159,

19. BRRSICEET BEEERIFR

—REIBFR
F 2NV 7 7 GBIE T Z) (Durvalumab (Genetical
Recombination)) (JAN)

=1
FaNeTiE e b7 u s S AMfaZEY Y F1L(PD-L1) icxd 585
FHZE MgGLE/ Z7u—F WA TH 5. T a N TIE F v A
Z—ANLAY —PIEMRIC KV EESNS T 2NV TIE 45 1O
T3 WA S i HHEH (v 18#H) 2R KR O215lO 7 3 ) BFREN» 5725
L (k $H) 2R TR S DY VNV E (518 © $9149,000) TH 5.

20. Bk L EDFER

20.1 BT TREFET H T &

20.2 N FEFIEMZITEE U TRTET B 2 &

21. EEBRM

21.1 BE&RY AV EMEE 2 RED LGETICERT 22 &,

(UIRRTBEIRIEST - BROIE/INVERIAHE. UIFRT RIS FTHIRaSE)

21.2 ENTOBRBIEFPBD TRONT VWS Z &h 6 BUERTER . —EK
DREFNARZ T — & WEBS NS £ TORMIE 2IEF 2 M5 #H FH ER
BEEMT ALY FHOEAEZFOERERZIEET L &8I,
AR OREEROCBENEICET 57— 7 2 BN U ASH| o 1E 5
WCRESHEEBEE#CL L,

22. 3%

(A =7 4 VIEEHE120mg)
2.4mL[1N A1 7)L]

(M =7 « VIREREES00mg)
10mL[1/81 7]

*¥23. FEHk
1)Antonia S, et al. N Engl ] Med. 2017;377:1919-29.
2)Antonia S, et al. N Engl ] Med. 2018;379:2342-50.
3)Johnson ML, et al. ] Clin Oncol. 2023;41(6):1213-27.
4)Paz-Ares L, et al. Lancet. 2019;394:1929-39.
5)Cheng Y, et al. N Engl ] Med. 2024;391(14):1313-27.
6)Abou-Alfa GK, et al. NEJM Evid. 2022;1(8):1-12.
7)Oh DY, et al. NEJM Evid. 2022;1(8):1-11.
8)Westin SN, et al. J Clin Oncol. 2024;42(3):283-299.
9)Stewart R, et al. Cancer Immunol Res. 2015;3(9):1052-62.
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TANTERAMREE ATAINA VT4 A=V arkery—
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TEL 0120-189-115
https://www.astrazeneca.co.jp
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